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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1 . |EI This communication is responsive to amendment filed 3/16/09 and telephonic interview made 06/16/09. 
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3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
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EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Brad A. Shepers on 06/16/09. 

The application has been amended as follows: 

16. A distraction device for distracting the disc space between adjacent vertebrae, 
comprising: 

an elongated stem having a height corresponding to a desired height of distraction for the 
disc space, said stem having a first end and a second end defining a longitudinal axis 
therebetween and a length along said axis that is sized to be maintained within the disc space 
when said elongated stem is driven into the disc space; and 

a flange at said first end projecting outward from said longitudinal axis of said stem, said 
flange having a bone contacting face for contacting at least one of the vertebrae when said stem 
is driven into the disc space and for transmitting a reduction force to the vertebra upon 
application of an external force to the distraction device; and 

wherein said elongated stem defines a bore extending between said first end and said 
second end, said bore including a keyed bore adjacent said second end, said keyed bore having a 
non-circular configuration for receiving a complementary-shaped portion of a tool therethrougr^ 
and wherein said bore includes a threaded bore adjacent said first end for receiving a threaded 
portion of a tool therein . 

18. The distraction device according to claim 23, wherein said elongated stem has opposite top 
and bottom portions, said top and bottom portions surfaces having each comprise a bone 
engaging surface configured to resist expulsion of said elongated stem from the disc space. 
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19. The distraction device according to claim 18, wherein said bone engaging surface of 
said top and bottom portions includes a plurality of ridges defined thereon. 

20. (Cancelled) 

22. A distraction device for distracting the disc space between adjacent vertebrae, 
comprising: 

an elongated stem having a height corresponding to a desired height of distraction for the 
disc space, said stem having a first end and a second end defining a longitudinal axis 
therebetween and a length along said axis that is sized to be maintained within the disc space 
when said elongated stem is driven into the disc space; and 

a flange at said first end projecting outward from said longitudinal axis of said stem, said 
flange having a bone contacting face for contacting at least one of the vertebrae when said stem 
is driven into the disc space and for transmitting a reduction force to the vertebra upon 
application of an external force to the distraction device, wherein said flange is fan shaped 
including concave side edges and is substantially perpendicular to said longitudinal axis of said 
elongated stem; and 

an elongated driver shaft extending generally along said longitudinal axis and sized to 
extend outside of the disc space for transmission of said external force to the distraction device. 

23. A distraction device for distracting the disc space between adjacent vertebrae, 
comprising: 

an elongated stem having a height corresponding to a dosirod height of distraction for the 
disc space, said stem having a first end and a second end defining a longitudinal axis 
therebetween and a length along said axis that is sized to be maintained within the disc space 
when said elongated stem is driven into the disc space; and 

a flange at said first end projecting outward from said longitudinal axis of said stem, said 
flange having a bone contacting face for contacting at least one of the vertebrae when said stem 
is driven into the disc space and for transmitting a reduction force to the vertebra upon 
application of an external force to the distraction device; and The distraction device of claim 22, 
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wherein said elongated stem includes opposite top and bottom surfaces configured to contact a 

superior and an inferior vertebra, respectively; 

said flange projects from said stem in a direction toward the superior vertebra; and 
the device includes a stop face at said first end of said stem projecting in a direction 

toward the inferior vertebra^-and 

an elongated driver shaft extending generally along said longitudinal axis and sized to 

extend outside of the disc space for transmission of said external force to the distraction device . 

24.-38. (Cancelled) 

39. The distraction device method of claim 73- 67, wherein each of said stem portion 
includes top and bottom bone engaging surfaces are configured to resist expulsion of said stem 
portion from the intervertebral space. 

40. The distraction d e vice method of claim 74 39, wherein said opposit e top and bottom 
bone engaging surfaces each define a plurality of ridges configured to resist expulsion of said 
stem portion from the intervertebral space. 

41. A distraction device for distracting an intervertebral space between adjacent 
vertebrae, comprising: 

a stem portion extending along a longitudinal axis and adapted for insertion within the 
intervertebral space, said stem portion having a first end, a second end, and upper and lower 
surfaces defining a height corresponding to a select distracted height of the intervertebral space 
and including side portions, each of said side portions defining a side surface having a concave 
curvature extending between said upper and lower surfaces; and 

a transverse flange portion at said first end projecting outward from said longitudinal axis 
of said stem portion and having a bone side contacting face adapted to engage one of the side of 
the adjacent vertebrae when said stem portion is inserted into the intervertebral space to transmit 
an axial force to said one of the adjacent vertebrae. 
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42. The distraction device of claim 41, wherein said flange portion includes concave side 
edges, each of said concave side edges being contiguous with a corresponding one of said 
concave side surfaces of said side portions. 

43. A distraction device for distracting an intervertebral space between adjacent 
vertebrae, comprising: 

a stem portion extending along a longitudinal axis and adapted for insertion within the 
intervertebral space, said stem portion having a height corresponding to a select distracted height 
of the intervertebral space; and 

a transverse flange portion having a fan-shaped configuration including concave side 
edges and a bone contacting face adapted to engage one of the adjacent vertebrae when said stem 
portion is inserted into the intervertebral space to transmit an axial force to said one of the 
adjacent vertebrae; and 

an elongated driver shaft extending generally along said axis and sized to extend outside 
of the intervertebral space for application of an external force to the distraction device to transmit 
said axial force to said one of the adjacent vertebrae. 

45. The distraction device method of claim 46, wherein said transverse stop element 
portion is formed integral with said stem portion and together define a portion of said single- 
piece, monolithic structure. 

46. The distraction device method of claim 73- 67, wherein said transverse flange portion 
is formed integral with said stem portion and together define a single-piece, monolithic structure. 

50. A distraction device for distracting an intervertebral space between adjacent 
vertebrae, comprising: 

a stem portion extending along a longitudinal axis and adapted for insertion within the 
intervertebral space, said stem portion having a height corresponding to a select distracted height 
of the intervertebral space; 

a transverse flange portion having a bono contacting face adapted to engage one of the 
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adjacent vertebrae when said stem portion is inserted into the intervertebral space to transmit an 
axial force to said one of the adjacent vertebrae; and 

a transverse stop element arranged generally opposite said transverse flange portion 
relative to said longitudinal axis, said transverse stop element adapted to engage an opposite one 
of the adjacent vertebrae to limit insertion of said stem portion into the intervertebral space; and 
The distraction device of claim 41, further comprising: an elongated driver shaft extending 
generally along said axis and sized to extend outside of the intervertebral space for application of 
an external force to the distraction device to transmit said axial force to said one of the adjacent 
vertebrae, wherein said axial force comprises a reduction force to reduce a spondylolisthesis 
condition between the adjacent vertebrae , and 

wherein said elongated driver shaft is thrcadedly engaged with said stem portion. 

52. A distraction device for distracting an intervertebral space between adjacent 
vertebrae, comprising: 

a stem portion extending along a longitudinal axis and adapted for insertion within the 
intervertebral space, said stem portion having a height corresponding to a select distracted height 
of the intervertebral space and including side portions, each of said side portions defining a 
concave surface; and 

a transverse flange portion having a bone contacting face adapted to engage one of the 
adjacent vertebrae when said stem portion is inserted into the intervertebral space to transmit an 
axial force to said one of the adjacent vertebrae; and The distraction device of claim 4 1 , wherein 
said stem portion is configured for selective engagement with a surgical instrument, one of said 
stem portion and said surgical instrument defining a passage, another of said stem portion and 
said surgical instrument defining a projection at least partially received within said passage to 
locate said surgical instrument relative to the adjacent vertebrae. 

73. A distraction device for distracting an intervertebral space between adjacent 
vertebrae, comprising: 

a stem portion extending along a longitudinal axis and adapted for insertion within the 
intervertebral space, The method of claim 67, wherein said stem portion having has a height 





Application/Control Number: 10/763,719 
Art Unit: 3774 



Page 7 



corresponding to a select distracted height of the intervertebral space; and 

a transverse flange portion having a bono contacting face adapted to engage one of the 
adjacent vertebrae when said stem portion is inserted into the intervertebral space to transmit an 
axial force to said one of the adjacent vertebrae; and 

a transverse stop clement arranged generally opposite said transverse flange portion 
relative to said longitudinal axis, said transverse stop element adapted to engage an opposite one 
of the adjacent vertebrae to limit insertion of said stem portion into the intervertebral space; and 

an elongated driver shaft extending generally along said axis and sized to extend outside 
of the intervertebral space for application of an external force to the distraction device to transmit 
said axial force to said one of the adjacent vertebrae; 

wherein said stem portion includes a rounded leading end portion to facilitate insertion of 
said stem portion into the intervertebral space and distraction of the adjacent vertebrae, said stem 
portion having opposite top and bottom bone engaging surfaces with said height of said stem 
portion defined between said opposite top and bottom bone engaging surfaces; and 

wherein said rounded leading end portion of said stem portion defines a curvature 
extending along said height between said opposite top and bottom bone engaging surfaces to 
facilitate insertion of said stem portion into the intervertebral space and distraction of the 
adjacent vertebrae. 

REASONS FOR ALLOWANCE 

The following is an examiner's statement of reasons for allowance: After careful 
consideration of the Applicant's remarks the Examiner has found the independent claims are 
allowable. There is no evidence in the prior art of a distraction device comprising a stem portion 
having a longitudinal axis, the stem portion having a first and second ends and side portions, 
each of the side portion defining a side surface having concave curvature extending from an 
upper surface to a lower surface. A flange portion extending radially from the proximal end of 
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the stem portion and having a side contacting face capable of contacting a patient's adjacent side 
face vertebrae. 

Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alvin J. Stewart whose telephone number is 571-272-4760. The 
examiner can normally be reached on Monday-Friday 7:00AM-5:30PM(1 Friday B-week off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dave Isabella can be reached on 571-272-4749. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Alvin J Stewart/ 

Primary Examiner, Art Unit 3774 

06/19/09 
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